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DETAILED ACTION 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6-9 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. It is unclear to the examiner how a "handle formed 

in the fluid container against the stiffener" can be considered a handle. If the "handle" is 

formed against the stiffener, the only components of Applicant's invention that are 

formed against the stiffener, are the two sheets (20) and (22). This wording of the claim 

is unclear, because presently, the claim reads that the thin sheets are what form the 

handle, as they are the only things "against the stiffener". 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-10, 13-17, 19, 20, 27, 29-31 and 34 are rejected under 35 
U.S.C. 102(e) as being anticipated by Jusiak et al. (US Patent No. 6,901,216). Jusiak 
discloses a fluid warming cassette (Fig. 1) comprising: a first sheet (Fig. 2, 32) and a 
second sheet (34), made from polyethylene, joined together to form a fluid container 
with a periphery, the periphery having a proximal end, a distal end and first and second 
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sides there between; a fluid channel (Fig. 1, 21) in the fluid container between the first 
sheet and the second sheet; first and second rails (30a and 30b), inside the periphery, 
near the first and second sides, respectively; and a planar stiffener (42), separate from 
the first and second rails, disposed between the first sheet and the second sheet (col. 3, 
lines 27-40 and lines 47-53), and between the first and second rails, near the proximal 
end. 

Jusiak further discloses that the first and second rails can be made of different 
shapes and thus have a multilateral cross-section (col. 3, lines 59-60) and would have a 
first surface supporting an arch of the first sheet Jusiak also discloses that the stiffener 
has a first elongate portion extending between the first and second rails (Fig. 3, 42) and 
a second portion (Fig. 4b, the portion that curves out) protruding from the first portion in 
the direction of the distal end. Jusiak also discloses that the rails have shapes for 
keying the insertion of the cassette into a warming unit (col. 3, lines 59-61). Jusiak 
further discloses that the serpentine fluid channel (21) is disposed between the first and 
second rails (30a and 30b). Jusiak further discloses that the stiffener forms a handle 
portion (either 42 or the portion curving out in Fig. 4b could be used as a handle). 
Jusiak further discloses that the cassette has a label surface (66). Jusiak also discloses 
first (24) and second (26) ports in fluid communication with the fluid channel (21). 
Jusiak further discloses that the rails can be made of any conventional material, such as 
plastic or metal (col. 3, lines 63-65). Jusiak also discloses that the stiffener can be 
made of any polymeric material or metal (col. 4, lines 31-36). 
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Jusiak further discloses a fluid warming cassette comprising: a flexible fluid 
container with two edges and two ends (Fig. 1); a fluid channel (21) in the fluid 
container; first and second rails (30a and 30b) disposed in the fluid container, near first 
and second edges of the fluid container, respectively; and a handle portion (20) formed 
near an end of the fluid container by sandwiching a planar piece in the fluid container 
(col. 4, lines 37-41). 

Jusiak also discloses the process including: positioning a first and second rail 
parallel to each other enclosed by a base sheet and a cover sheet, and positioning a 
planar stiffener at an end of the sheets and between the sheets and rails and then 
joining the base and cover sheet to enclose the rails and the planar stiffener and 
forming a fluid channel (col. 3, lines 21-26, 47-52). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 11, 12, 28, 32 and 33 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Jusiak in view of Tousignant et al. (US Patent No. 5,205,348). Jusiak 

discloses the device substantially as claimed including ports, however, Jusiak does not 

disclose expressly that the ports are disposed perpendicularly to the fluid container or 

that they constitute insertion stops. Tousignant discloses two ports (Figs. 4-6) that are 
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perpendicular to the fluid container. Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention to have modified Jusiak with the 
perpendicular ports as taught by Tousignant in order to provide ports that the 
sheets/films can seal around, rather than sealing to the ports individually as taught by 
Jusiak; by sealing around the ports, as taught by Tousignant, the ports come up 
perpendicularly through the sheet and there is no risk of the sealing engagement 
coming undone by the ports sliding out of position (col. 6, line 63 through col. 7, line 18). 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jusiak in 
view of Bakke (US Patent No. 6,608,968). Jusiak discloses the device substantially as 
claimed except for the stiffener being made of cardboard or cardstock. Bakke, however, 
discloses a fluid-warming envelope (Fig. 4, 16) with a paperboard stiffener (26) to aid in 
inserting the envelope into the warmer. Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention to have modified Jusiak with the 
paperboard stiffener as taught by Bakke, in order to provide another inexpensive 
material for use as a stiffener with the cassette. 

Claims 21-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jusiak in view of Greenblatt (US Patent No. 4,707,587). Jusiak discloses the device 
substantially as claimed except for each sheet being made of a plurality of layers. 
Greenblatt, however, discloses a fluid warming jacket (Figs. 7 and 8, 7) in which each of 
the first and second sheets is made of a plurality of layers. Each sheet is made of an 
inner layer of plastic and an outer layer of aluminum, which are laminated together (col. 
2, line 66 through col. 3, line 4). Thus, the inner layer (plastic) has a lower melting point 
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than the outer layer (aluminum). Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention to have modified Jusiak with the 
laminated layers of Greenblatt in order to provide a jacket with a conductive layer and a 
non-reactive layer that contacts the blood. 

Claim 35 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jusiak in 
view of Tousignant and further in view of Kujawski et al. (US Patent No. 4,568,330) and 
further in view of Lundquist (US Patent No. 4,227,525). Jusiak in view of Tousignant 
discloses the kit substantially as claimed including: a fluid warming cassette with fluid 
channel, rails, planar stiffener, and inlet and outlet ports perpendicular to the warming 
cassette. Jusiak in view of Tousignant, however, does not disclose expressly inlet and 
outlet lines, a drip chamber or a bubble trap. Kujawski discloses a fluid chilling chamber 
(Fig. 1 , 54) which has an inlet line (52) including an inlet end (44) for receiving fluid from 
sources, a drip chamber (42) with an inlet coupled to the first end and an outlet coupled 
to the inlet port (where 52 connects to 54); and an outlet line (56) including a bubble 
trap (144 and 146) with an inlet coupled to the outlet port (where 54 connects to 56) and 
an outlet (64), and an outlet end (72) for delivering warmed fluid. Kujawski, however, 
does not disclose an injection site. Lundquist discloses an infusion set with an injection 
site. Therefore it would have been obvious to one of ordinary skill in the art at the time 
of the invention to have modified Jusiak in view of Tousignant with the inlet and outlet 
lines, drip chamber and bubble trap as taught by Kujawski and the injection site as 
taught by Lundquist, in order to provide a kit that is ready for use with a patient and 
infusion source. 
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Response to Arguments 

Applicant's arguments filed 5/24/2006 have been fully considered but they are 
not persuasive. 

First, in response to the last rejection of claims 1,4-10, 13-17, 19, 20 and 27 
being rejected under USC 103(a) by Jusiak (US 6,901,216) in view of Jordan (US 
Patent No. 5,875,282), this was an error on the Examiner's part. As the remainder of 
the rejection reads, and Applicant pointed out, Jordan was not brought into the rejection. 
The correct rejection, appearing now in this office action, is a rejection under USC 
102(e) by Jusiak (US Patent No. 6,901,216). 

In response to Applicant's arguments regarding claim 1 , element (42) is a planar 
piece, that despite its size, inherently acts as a stiffener, not only by stiffening the area 
that (42) spans between the two sheets, but it also stiffens the connection between (26) 
and (24). Furthermore, it is located between the rails (30a and 30b). Additionally, in 
response to the arguments that (42) is not located between the two sheets, col. 3, lines 
27-40 and lines 47-53 disclose that the inlet (24) and outlet (26) form a system (36), 
including connecting piece (42) that is advantageous because "the system has more 
planar space in which the films 32, 34 can seal around" (col. 3, lines 36-37). This 
unquestionably means that the system (36) which includes (42) would be positioned 
and located between the two sheets, otherwise Jusiak could not claim that both films 32 
and 34 seal around the system. Furthermore, Jusiak discloses that the system (36), 
which again includes (42), is "positioned between the films 32, 34" (col. 3, lines 47-49). 
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In response to Applicant's arguments regarding claim 4, Fig. 1 discloses that the 
planar stiffener (42) is an elongate portion, wherein the definition of the word "elongate", 
according to the American Heritage dictionary online 

{http://www.bartleby.com/61/56/E0095600.html} is: "having more length than width", 
which clearly describes element 42. Furthermore, (42) is indeed located between the 
rails (30a and 30b), as the claim does not specify that the elongate portion is located 
between the rails and abuts against each rail, or comes into contact with each rail. 
Additionally, since the first elongate portion of the stiffener is element (42), and Jusiak 
discloses that the system (36), which includes (26, 24 and 42), the second portion can 
be either (26) or (24), portions of which lie within the two sheets, both of which protrude 
from the first portion (42) in the direction of the distal end (end that includes element 
30c). Both (24) and (26) can be part of the stiffener, as Jusiak discloses that "the 
system 36 has more planar space in which the films 32, 34 can seal around" and 
therefore is part of the "planar" stiffener. 

In response to Applicant's arguments regarding claims 29-31 , the handle portion 
(20), is in fact a planar piece sandwiched between the two films. Col. 4, lines 37-41 
disclose that the planar piece is sealed to the films in the same manner that the rails 
(30a and 30b) are sealed, wherein the rails are sealed between the two films as 
supported by Fig. 2 showing a cross-section with the two rails between the two films (32 
and 34). Furthermore, col. 3, lines 47-52 discloses that the rail system is placed 
between the two films before the films are sealed. 
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In response to arguments directed towards claims 11, 12, 28, 32 and 33, see the 
above modified rejection. 

In response to arguments directed towards claim 18, Bakke uses a paperboard 
inserter (26) as a means for stiffening the cassette (col. 2, lines 49-53) because the 
cassette of Bakke does not have support structures of other stiff plastic cassettes. 
Therefore using the material paperboard, would have been obvious in view of the 
purpose of Bakke using this material. Furthermore, using cardboard or cardstock would 
have been obvious as it is a mere substitution in material, which serves the same 
purpose. Additionally, Bakke's end that includes element (26) can be considered the 
proximal end, as Applicant does not include claim language specifying structure that 
defines which end is the proximal end. Further, element (26) can be considered the 
proximal end as this is the end which is grasped by the user to insert the cassette, and 
Applicant's invention places the handle on the same end, and is grasped by the user to 
insert the cassette in the same manner. 

In response to arguments directed towards claims 21-26, Jusiak discloses that 
Greenblatt's cassette would be undesirable due to the holes on the sides of the cassette 
(col. 1 , lines 34-35) and the structure of the inlet and outlet, however, no discussion is 
made as to the plurality of layers of the sheets that Greenblatt uses, and therefore does 
not teach away from using Greenblatt with regard to that aspect of Greenblatt. It would 
still be obvious to have modified Jusiak with the layered sheets as taught by Greenblatt. 

In response to arguments directed towards claim 35, Kujawski does disclose a 
system for cooling the drugs, however, Kujawski is brought in as a reference for 
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disclosing the inlet/outlet lines, bubble trap and drip chamber, all of which do not change 
function whether fluid is warmed or cooled, and are standard additions to infusion sets. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881 . The examiner can normally be reached on Monday-Friday 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



LCS 





KEVIN C. SIRMONS 



